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S ANAMU TAB LOTE No. 

C&tigo Fecha: Cantidad a produck 

PROCEDIM~ENTO DE MANUFACTURA 

PROCE:DIMIENTO 

t-Equip0 de manufactura, debe estar en buen 
es!ado: 
Bascu!a 
Mezctador Ribbon 
Bslanza Gramera 
Tablcteadora Manesty 
Engomadora 
Pistola de Termoenco@ble 
Selladora Termoencogibte 

2. Lea cuidadosamente todo et procedimiento 
taniendo en cuents, utilizar el uniforme 
complete e implementos de segundad industrial. 

3. Vent&r la correcta identiticacion y cantidad 
de las siguientes materias primas: 
Almidbn 
Anamu 
Goma Ar&iga 
Estesreto 

; 4. Verifrcar la limpieza, de 10s equlpos 

5. Selicitar la inspecci6n a control de cafidad. 

6. Aglutinar. disolviendo 10s excipientes de la 
siguiente manera : mezclar en seco la goma y el 
a!midbn, y disolver en ( ) 1 de agua fria. 
Previamente se han cslentado ( )L de ague 
a la cual se le adiciona la mezcla anterior. 

7.Colocar dentro del rnezclador ei anamu polvo, 
agregar et eglutinante del que habla el punto 6 p 
mezclar durante 30 min. 

8.Granular pasando ei producto por una malls 
No 20. 

9.Trasladar a el Area de secado e introducir er 
bandejas par un tiempo de 8 horas , a WE 
Temperatura de 40°C. 
Despuds de transcurrido este tiempo deja1 
enfriar. 
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(TR4 .A:\% 17’I0&7 
S.O.P. ANAMU TAB LOT. # 

Code: Date: _____ Quantity: 

MAYUFACTURING PROCEDURE 

PROCEDURE TIME SlGNATURE AND DATE 
start Finish Effectuates Verifies 

I Manufacturing equipment, must be 
in good state: 

Scale 
Ribbon Miser 
Gram scale 
Manes& tablet press 
Glucr 

Heat shrink tubing gun 
Plastic wrap scaler 

2 Read procedure carefully taking into 
account complete uniform must be worn and 
industrial securie implements must be used. 

i Veri% correct identification and quantity 
of the following materials 
Starch ~- 
Ana mu ~__~- 
Arabic gum ~- 
Magnesmm stereatc ____ 

-I Vcnf\, cleanliness of equipment 

5 Soliclt inspection from quality control 

6 Agglutinate. dissolving the ercipients 
III the following manner: dry mix the gum and 
starch. and dissolve in ( ) L of cold water. Previously. 
( ) L of water have been heated. which 
IS added to the previous Max. 

7 Place the anamu powder in the mixer. 
add agglutinant in pomt 6 and mix for 30 m m  
8 Granulate through netting No. 20 

9 Move to dtyng area and mtroduce for 8 hours. 
at 10~ C. After the time has passed let cool. 

IO MIS the previous powder with magnesium stereate 
m  the mixer For 15 min. Sohclt process and approval 
control according to: 
Smell ~~- 
Color ~__. 
Appearance -~ -. 
tlumidlt~ ‘%- 
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PROCEDURE 
(7RAA:SL-l T/Oh’) 

TIME 
start Finish 

SIGNATURE AND DATE 
Effectuates Verifies 

I 1, Transfer powder m plastic containers 
wth a propcrl> sealed plastic bag. 

12. Press tablets in 16 Stalion 

Manesty machine with proper 
care and proceed to: 
Weight and consistency control 
(register in PD FIX.72 format) 
Diameter. height, and dismtegration 
control (rcgster in CC FR. 1 format) 

13, Solicit conditioning order (PD.FR.65) 

I-1. ‘Transfer to solids bottling area 
( tablets) in white PVC bottle Ref. 150 tablet 
and control the number of tablets on the 
counting scale by weight Place push down cap 
on each bottle 

I5 Transfer to labeling area in plastic containers. 

16. Verify the labels: 
Code Lot # __- 
Esp Date __- 
Label color __- 
Print quaht!; 

17. Proceed to label each bottle and place 
heal shrink tubing. 

18 Seal using heat shrmkmg pistol. 
avoiding excess heat 

19. Plastic wrap in groups; of 6 and place 
plastic containers. (register CC.FR.2) 

20. Deli\,er to finished product warehouse 
Performance: 
Expected bottles 
Obtained bottles --__ 
Performance % -~- 

Elaborated Supenised: Approved: 

Operator. P.L T.C. 


